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Marked up version of claims 

1 

1 .process for the processing of information used for the 
management of quality in a therapeutic procaes,, — 
tb ei mpeatie pj ^ g r.r u Tu* comprising the Cffiwo ^l o ne of taking celle 
(PR) from a patient (PA) , specific treatment operations on 
these cells using a specific treatment protocol, and a 
xtiiiJ jyt:liOii operation into the patient of said cellsTtreated 



i n t hiiT way, 



It*/*} 

the^j opWfflrrefts of taking cells, treatment and 
rein j act ion beincj subjected to a sLandaiU opeialiuy procedure 
for preparation (SOP) comprising a series of functional 

for each batch of samples 
taken from a given patient %+*jo 

- for each functional st-aqe, a eftaniM of sequential and 
conditional valida'ti'ol^ the passing trcm 
one validation s^s^T.to the following validation stage being 
conditional on the results of the processing of data 
rnllfict.ed during th§f validation al^^, and 

- a j^aEye of processing of the jjj£pxjaajii©n-^rRd data collected 
in the different validation s^afij^s, i n orda -r to issue final 
nprf-i fixation iCF) of a preparation narrip.d out according to 
the standard operating prnnpdnrp anr*/or a 
anomalies detected during this preparation. 
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lidation of tho final certification ie conditional on th€> CT> ^ 
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2' /process according to claim 1, <£h^a5rt 9 9¥1r^^d~ s ^ 



input of a vo lidation password^ C&ty^vSfiyu* 

ddL<3 



CD 



rocess according to iiw claim^ l 

pioces&ing system, 'Ul^u^X?.?.*;^ 



implemented in a 
nit >w±t with each 



CD 

ro 



validation atciye is associated at least one screen page 
jigjL^^p^^^A-^EG-p^E^ ) which can be accessed on -u^e" display 
means of at least one , workstation connected to said data 
processinq system. 
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4 . {(Process according to claim 3. cbaiaaei Lzed — i-n — t^x&t each 
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screen page comprises a coded identification field for a 
patient which matches batch c;t samples subjected to tne 
standard operating procedure. 

5 S . / yrocess according to fw»y nnn nf — Lha — prmrmnr alfrimF , 
^ihn,r^tnri*7w^ vn^.thfiJ' the exit from certain stages (RA) of 
said process is conditional on printing the screen pages (EA) 
corresponding to theee stages. 

10 6. / arrocccc according to. aft? — one — of tliui ^ilviouj clciamo , 



15 



implemented in a preparation laboratory receiving therapeutic 
kits from at leaot one operational entity (EX) , <?h n r rtn&gri'g eta* 
that it further comprises 3tages for monitoring the 
transfer of these kits. 

7. /A'oc;eas according to — ri»» nf — th e proviouu y l aii nv , 
implemented in a preparation laboratory which deals with a 
cytapheresis service, r h r f ran1 " p n±.7*> a— ■ ^tv^ r . h jtr it further 
comprises stages for monitoring the receipt of cytapheresis 
20 pouches. 

o. I process according^ to — ono a t — th e pravaiauo '-luiuu, 
implemented in a preparation laboratory which deals with a 

control laboratory , in partjjq alax^a^ba^e-i^^^ 

25 Labox^a tiar-yw^G'basa^ it further comprises stages 

for processing the results of control tests carried out on 
each batch of samples. 

9 -A System for the processing of i nf ormAf i on used for the 
30 management nf qualify in ^ therapeutic process,/ £m«ft 

(PR) from a p.ajtijan.t J=PALr s.peci.£. i.c t xx A&Rcat ■■~o<pe'^t^nTr^on 

thege cells using^o ^p e c i-fde^t-r e*ar 

rein jecjt^Lo n^opera tl*orT~* { R T) T —xnt oa-^tlxe — .paid b i i : L«=»uX«^s*,ari-d««o.e-Ll.s 

35 L 4tidLed in. -L l j is , w *> -' Lheae,^ppe^a^i.on-s -^fc^t&kXnyi^^&lX&u. 

t teaxmeiiL— and t^Jji^cxa on -=betng— ~s u-b^ec^e^^^^a-^s^anda rd 

oper-at ing procedure for i {^epaEat^i=on^oomprTsrn*g~a OT S'friiri,e.s^-re^&« 
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Wkemrom a given paTri-ent : 



- for each functional si&ge, a means of sequential and 
conditional validation (VA) of said dt&$f, the passing from 
onp valiriat ion s^kgie* to the following validation being 
conditional on the results of the processing of data 
collected during this validation sjL*2|^, and 

- a means of processing of the ajx£pas<n«**€yf^ to agd data rnllect.fid 
in the different validation s-tegialf, J«P- ■nrdor to issue final 
certification (CF) of a preparation carried out according to 
the standard operating procedure and/or a lict of the 
anomalies detected during the preparation. 
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:em according to claim 0, implemented in a preparation 

laboratory , oh ajffi&£ifz**d i n --fcket it is further designed to 

execute management tasks within this laboratory. 

B 

11. /^ystem according Lo claim 9, ch^r-etfs^-e*^^--^ iti-HsiraiL it ±s 
connected to a communications network in order to exchange 
data with other entities ( CT&^LDy^ynr^ ) involved in 
a therapeutic process-. 

12. Application ot the process and of the information 
processing system used for quality manaqement accordinq to 
3&y-^rre mm &£-^^ to cell therapy protocols. 

13. Application of the process and of the information 
prnrfissing system used for quality management according to 
^y.^^<>--o*fi--H>a^ p r gviim <**Trfo*ajB«s to gpnff therapy protocols;. 

14. Application of the process and of tha quality management 
system according to ^n, y q n & oft h q— p.TOv4-g>teM3-^e.L a ims . allowing 
ongoing training of the operator and/or the monitoring of hie 
or her level of knowledge. 



